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MEMORANDUM

SUBJECT: IRB Study # 09-1625: Epigenetic Effects of Diesel exhaust and Ozone
Exposure

FROM: Melanie J. Jardim, Ph.D.
Environmental Public Human Division

TO: R. Julian Preston, Ph.D., Associate Director for Health NHEERL

A portion of the population is known to be more sensitive to the exposure of air
pollutants, such as diesel exhaust and ozone, which may be due to underlying epigenetic
mechanisms. Similar to the DNA sequence, control of gene expression, epigenetics, can
be inherited from generation to generation. No one has yet studied if diesel exhaust and
ozone exposure can induce changes in epigenetic mechanisms in individuals, or whether
certain pre-existing patterns within the epigenome can be used as biomarkers for
susceptibility. In this study, we will assess whether biological responses associated with
short-term exposure to diesel exhaust or ozone can be attributed to changes in epigenetics
and whether epigenetic marks can be used to identify susceptibility to these pollutants.

This is a request for review and approval of human study research protocol #09-1625.
Within this packet, I have submitted the following documents

Cover memo

NHEERL sign-off sheet with signatures

NHEERL Fact Sheet

NHEERL Study Justification Document

IRB approval letter

Research protocol as approved by the IRB

Consent forms approved and stamped by the IRB

Questionnaires and advertising approved and stamped by the IRB
Ethics training reports required by the IRB

Copies of extramural scientific reviews and responses
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Thank you for your consideration, if you have further questions, please let me know.

Melanie J. Jardim

Environmental Public Health Division
Clinical Research Branch

Chapel Hill, NC 27514

919-966-7320
Jardim.Melanie@epa.gov






UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

MEMORANDUM

OFFICE OF THE

M. * . SCIENCE ADVISOR
FROM: Warren Lux #\W.
EPA Human Subjects Research Review Official

TO: R. Julian Preston
Associate Director for Health, NHEERL

SUBJECT: Approval of Research Involving Human Subjects

DATE: May 24, 2010

I have reviewed the project cited below according to the requirements of EPA Order
1000.17 Change Al (Policy and Procedures on Protection of Human Research
Subjects) and have determined that it qualifies as intentional exposure research involving
human subjects that complies with EPA Regulation 40 CFR 26 (Protection of Human
Subjects). Accordingly, approval is granted for recruitment and enrollment of human
research subjects into the study.

Project Title: Epigenetic Effects of Diesel Exhaust and Ozone Exposure
Institution: U.S. Environmental Protection Agency

National Health and Environmental Effects
Research Laboratory

FWA #: FWAQ0012755
UNC IRB Protocol #: 09-1625

Principal Investigators: Melanie Jardim
David Diaz-Sanchez

HSRRO Project #: E10-025CS

cc: Robert Truckner

Recycled/Recyciable ® Printed with Vegetabie





